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. - Clearinghouse Rule No. 01-075
Form 2 ~ page 2

This rule has been reviewed by the Rules Clearmghouse Based on that review, comments are
reported as noted below:

1. - ..STA"I’UTOR-‘{-AUTHORETY [5.227.15 (2) (a)]

Comnent Atiached ves [ ] No [

2. FORM, STYLE AND PLACEMENT IN ADMINISTRATIVE CODE [s. 227.15 (2) (¢)]

Commam Attached YES 1~ o N NO I: =

3. CONFLICT WITH OR DUPLICATION OF EXISTING RHLES is 227 }5 (2) {d)}

Comment Attached :_YE-_S_ i _’NO' ]

4. ADEQUACY OF REFERENCES TO RELATED' S"FATUTES RULES AND F{}RMS
[s.227.15 (2) ()]

Comment Attached YES . NO E

5. CLARITY, GRAMMAR, PUNCTUATION AND USE OF PLAIN LANGUAGE [s. 227.15 (2) (]

Comment Attached YES r— NO '

6. POTENTIAL CONFLICTS WITH, AND COMPARABILITY TO, RELATED FEDERAL
REGULATIONS [s. 227.15 (2) (g}]

Comment Attached ~~ “YES I NO'Z]

7.  COMPLIANCE WITH PERMIT ACTION DEADLINE REQUIREMENTS [s. 227.15 (2) (B)]

Comment Attached YES B NO [~
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CLEARINGHOUSE RULE 01—075

Cemments

INOT] Ail c:tatmns to “Mannal” in the comments below are to the

£ '---Adm;mstratwe Rules Procedures Manuai ‘prepared: ’by the Revisor of
Statutes Bureau and the Legislative Council ‘Staff, dated September -
1998.]

Sectmn Phar 7. }2 (1) an{i (2) shoukd be censohdated mto one subsecnon as foﬁows

Phar 7 12 (1) In thls secnon (a) “Centrai fﬂi pharmacy
means . . .

®) *“Originating pharmac&’f._mégns e

If this change is made, sub. (3) should be renumbered as sub. (2).

4. _Adequacy of References to Related Statutes, Rules and Forms

a. Section Phar 7.12 (3) (e) makes reference to various processing functions that a
central fill pharmacy may not perform in certain situations. This appears to refer to functions
required by other rule provisions or statutes. An appropriate cross-reference to the existing rules
or statutes for these functions should be provided to clarify the term “processing functions.”

b. Section Phar 7.12 (3) (), (g) and (h) all refer to various record keeping requirements
under state and federal law. A cross-reference should be provided in these paragraphs to the
appropriate record keeping requirements of state and federal law that are being referred to.
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a. In s. Phar 7.12 (3) (a), the use of the word “accountabilities” is unclear. The
American Heritage chtlonary defines the. word accountable ' to mean “answerable or capable
of being exylamed ”

b In s. Phar 7 12 (3) (c) it appears that the word “and” after the reference o ch Phar 7
should be:deleted or that the reference “ch. Phar 77 should be replaced by the phrase “this
chapter and ch: Par8.” [See also the cross-reference in sub. (3) (b).] In addition, the refercnce
to: ch Phar 7 1f 1t 1s the sole reference, should be changed to “this chapter.” e

¢. It appears that the first phrase of s. Phar 7.12 (3) (d) is redundant. Because the
remainder of the provision provides that an originating pharmacy shall remain solely responsible
for certain functions, the phrase “the central fill pharmacy shall not assume and” can be deleted.
If it is ‘necessary to retain this phrase in the rule, it should be: added as a second sentence which-
provxdes esscntiaﬁy, that the funct;ons for Whlch the originating pharmacy must remain solely
responS;bie may not be deiegated to the cen{rai ﬁll pharmac:y '

d. In S. Phar 7 12 (3) (ﬁ) a.comma shouid be mseri;ad afier the seconci ec;currenca of the
word “pharmacy” and the comma after the word “as?”.should be deleted. :

e. In s. Phar 7.12 (3) (h), the central fill pharmacy and originating pharmacy are
required to maintain “duplicate records.” Does this mean that each record that the pharmacies
keep must be maintained in duplicate or must each pharmacy maintain copies of .certain. records
of the other pharmacy"’ The rule should be cianfied



- STATE OF WISCONSIN
PHARMACY EXAMINING BOARD

IN: THE MATTER OF RULE MKE\?G PRQ?@SEQ ORDER OF THE
PROCEEDINGS:BEFORE THE: -~ v PHARMACY EXAMINING BOARD

PHARMAGY:EXAMWGBOARE. - ADOPTING RULES L
e e e {CLEARMGHOUSER&EOL y

PROPOSE?) GRDER

An ardar ef the Phamiacy Examzmng Board t{) creatc Phar ’? 12 reiating to the reqmrements f()r o
an approved central fill system PR T I 7

| Ana1y51s prepa;red by the Department of chulatmn and L;censmg

Statutes authonzmg promuigatmn ss 15 98 {5) (&) 22,7 11 (2} aﬁd 456 02 (2) and (3)
o Statsin oo

Statutes interpreted: ss. 450.01 (7 and_ (16_)- (b)_?--450.02 (2) and (3) and 450.09, Stats.
The objective of this proposed rule is to specifj/' the ”reqﬁirements for an approved central fill

system. Integrated health systems, business entities comprising common ownership of multiple
pharmacies and pharmacms desiring to enter contractual relationships with outside vendors have

_ an interest in increasing patient convenience-and Eowermg cost of service based: upon. the central . .

of the dlspensmg process by address;ng the issues of ownership of i inventory, patient -
confidentiality, consultation, security, accuracy and aocountablhty whlch must bf: mamtamed in
any’ approved centra} fill: system % b -

A “central ﬁli phzmnacy 18 deﬁned as a phalmacy hcensed mn thzs state actmg as an agent caf an
origmamig pharmacyto fillor refill'a prescnptmn order. The “orzgmatmg pharmacy” is a
pharmacy licensed in this state that uses a central fill pharmacy to fill'or reﬁli a prescnptmn
order for purposes of dispensing by the originating pharmacy. ;

The central fill pharmacy and originating pharmacy may only process a request for the filling or
refilling of a prescription received by an originating pharmacy when the requirements of this -
section are met. ‘The central fill pharmacy must either have the same owner as the originating -

. pharmac or a contract with the originating pharmacy outlining the services, responsibilities and -
- { each pharmacy. Also, both pharmacies must maintain a written protocol
delinieatmg each pharmacy’s assumption of responsibility for compliance with the prescription
drug compounding and dispensing requirements of chs. Phar 7 and 8. The proposed-nile
provides that the originating ‘pharmacy shall'still remain responsible for compliance with the
prescription drug compounding and dispensing requirements of chs. Phar 7 and 8 which are not
assumed in writing by the central fill pharmacy pursuant to a filling protocol. The originating
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pharmacy will always remain solely responsible for the patient consultation and transfer
requirements of s. Phar 7.01 (1) (¢) and (em) ‘where the preseription drug is not delivered by an
agentof the pharmamst to a patient’s residence. Certain functions in the dzspenszng process may -
not be performed by the central fill pharmacy unless it shares a common central pmcessmg unit
with the originating phamnacy These functions are the medication profile record review of the -
patient, drug utilization review, claims adjudication, refill authorizations, interventions; diug
interactions and selection of drug pro{iuct equivalents. The originating pharmacy remains
responsible for originalrecordkeeping of all prescription orders as required by state-and federal -
law. All original and refill requests recéived by the central fill. pharmacy are required to be
treated as prescription orders for purposes of ﬁlmg and recordkeepmg as required by state and
federal law. -Bach phamacy Is :reqmre:d o mamtmn duplicate records to identify. each pham}amst
responsible for receiving and reviewing prescnption orders and compounding and: dxspensmg
pursuant to a prescription order and to track the prescnptmn order during each step in the

- dispensing process. Both pharmaczes are raqmred to.adopta jOiIli written qua}aty assurance :
program to-monitor and evaluate the: quality and appropriateness of patient care, pursue- - .
opporummes to improve patient care, resolve identified problcms and insure ct)m;ﬁiance w:th
this section. The label of any prescnptmn drug container dispensed is also required o contain an
additional label enccdxng either electronically or in-printed | form the name and address of the
central fill pharmacy, the name of the pharmacist who filled the prescription order, and:the date
of filling.

TEX’I’ OF RULE

/ L@ %G‘\“mt
. Phar 7. 12 Cﬁntral fill pharmacy (1) A}ﬁlséﬁ {n thls sactmn “central-fill pharmacy
i _.'_;3means a pharmacy hcensed in, ﬂfns state actmg as. an. agent of an o

refiil a prescrzpnon
B (Q Qrt

_ (ﬁ)\ MMM&S%&M ongmatmg pharmacy means a pharmacy hcensed n
this state that uses a central ﬁll pharmacy fo ﬁli or reﬁll a prescnptzon order.

SECTION 1. Phar 7 12-is created to read

@)@ A central ﬁil phamacy and ongmatmg pharmacy may 9?06655 a request for
the ﬁlimg orrefilling of a prescription recewed by an origmatmg phmacy only pursaant to thc
following requirements: . . : _ : .

. _ - {a) The central fill pharmacy either has the same owner as the originating
pharmacy or - has: =Y centract with the originating:- pharmacy outlining the services to be provided .=
and the: respcns&ahtws andfccountabilities pfieach phannacy mn ﬁﬁﬁlimg the terms of the
confract in, cemphance with. federal and. state law,: . : ; :

L e (b) The centrai fill pharmacy and ongmating pharmacy mamtam a wniten
ﬁllmg protecol delineating each pharmacy’s assumption of responsibility for comphance with
the prescription drug compounding and dispensing requirements of chs. Phar 7 and 8.
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(c) The originating pharmacy shall remain responsible for co mpliance B
with the prescription drug compounding and dispensing requirements of ch. Phar 7, and ),vhmh 5.
are not assumed in writing by the central fill pharmacy pursuant to such protocol. T

(d) TFhe-central-fill-pharmacy-shall-net-assume-and the originating ) . oK .
pharmacy shall at all times remain solely responsible to perform and comply with the
requirements of s. Phar 7.01 (1) (e) and (em) in instances -where the prescription is not deliversd
by an agent of the pharmasist to -a-paiient’s restdence.

(e} Uniess the central fill pharmacy shares a common central p ssmg
unit with the originating pharmacy it may not perform processing functions such asgthe
medication profile record review of the patient, drug utilization review, claims adjudication; | ¢-<*’ : 7 /
refill authorizations; interventions, drug interactions and seiectlon of drug preduct eqmvaients e ‘ i’ :‘;

(f) The originating pharmacy shail maintain the ongmal of aH prescnptwn ;o
orders received for purposes-of filing and recordkeeping as required byétai‘e and fea'erai Iaw a e P
(g) The central fill pharmacy shall maintain all orxginal fill and mﬁii
requests received from the originating pharmacy ‘and shall treat them as original and refill /o
prescription orders for purposes of filing and recordkeeping as required by ﬁfﬁ“&“ﬁd“féﬁéﬁﬁé@} Ceeer 1A
v (h) In addition to meeting the other recordkeeping requirements required
by ,@,j;gie and federal 1aw; the central fill pharmacy and originating pharmacy shall mamtam
licate recordsto identify each pharmacist responsible for receiving and: reviewing
prescnptmn orders and compounding and dispensing pursuanttoa prescnption order and track

the presc:n;;tion erder dunng each step m ﬂ:}e dispansmg proc:ess

(1) The centrai ﬁii phamacy and ori gmatmg pharmacy shaH adept a
written quality assurance program for pharmacy services designed to objectively and. '
systematically monitor and evaluate the quality and appropriateness of patient care, pursue
opportunities to improve patient care, resolve identified problems and insure compliance with
this section.

() In addition to meeting the requirements of' s. 450.11 (4), Stats., every
container of a prescription drug dispensed pursuant to this section shall contain an additional
label encoding either clectronically or in printed form the name and address of the central fill
pharmacy, the name of the pharmacist who filled the prescription order, and the date of filling.

(END OF TEXT OF RULE)

Draft of June 27, 2001
Page 3




The rules adopted in this order shall take effect.on the first day of the month following
publication in the Wisconsin administrative register; pursuant to-s. 227.22 (2) (intro.), Stats.

Dated - .0 oo cerstai e -' ~Agency. . ' P
- :Chairperson. . .
Pharmacy Examzmng Board

FISCAL ESTMATE

1 The antmxpated ﬁsaal effect on the ﬁscai habzhty and revenues of any Iocai unit: of
gevermnent of the pmposed rule is: $0 GO :

: 2 The projected amlmpated state ﬁscai effect d’emng the cumsnt bxenmum of the
proposed ruie is: SG {)0 . :

3 The pro;ected net annuahzed ﬁscai 1mpact on sta!:e :funds of the preposed rule is:
$0.00. . it o

INITIAL REGULATORY FLEXIBILXTY ANALYSIS

These proposed mies wﬂl be revs.ewed by the department through 113 SmaH Busmess Remew o

Advisory Committee to determine whether there will.be an economic 1mpact ona substzmnai e
’ _number of sma11 busmesses as deﬁned ns. 22? 114 (1) {a) Stats ) o Cn

ghrulesiphm22.doc -
6/27/01
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